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AOAC Use-Dllutlon Method 

PURPOSE 

ACCURATUS 
-LAB SERVICES
TIIE AIITIMICROBIAL AUTHORITY 

T;he purp,o~e o_flhl~ ~lildy Is lo dotetmlne_ the· errocllvanoss ·of the ~ponso~s. product_ns a dislnfeclanl for hard surfaces 
·rollowlng ll1e AOAC t.Jse-Dlfu\lon MilUJod. This mothod ls In compITonce Wllh lhlil requlroments orontl may be submltlod 
lo; one or more. of Iha folfowlog a{Jen~l.os es·fnofeated by th~ ~pon·s(>t: U.S. Enylronmenlel P(olectlqn Agency (EPA), 
Health Canada end Australian Therapeutic Goods AdmlnlslroUon .(TG!A), · · · · · .. · 

·TEST SUBSTANCE CHARACTERIZAiJON 
:Accor~lng_toAP·CFR,-Part 1.6.0, ~UbJ)arl F (160.105] test substance charaoler1zellon as to Identity, strength, purity, 
solublllly and comptisllloll, es eppllcalite; shall be documented before Its use In this study, The stability of the test 
substance shall be dotamilned prior to or concurrently with this study. Pertinent lnformallon, which may eff!)t! lh!l 
outcome of this study, shell be_communloated In wrlll!]g tc, the Study Director upon sample submission to A9oiJra(Ol!' 
f;a.,b l:lo_1vlc:es: Ac®~lus l:ab· Sorvlces WIii append Sponsor-provided Certlrlceles of Analysis {C of A) lo this study 
report;: I( requestilil ·{lrjd supplleiJ. Ch!lracterlzellon and slablllty studies not performed following GLP regulallons 
Yilll be riolocl In the GoodJ,libor_l!_lory Ptai;Uco· compliance statement. 

SCHEDULING AND DISCLAIMER OF WARRANT'( 
·E~perlm<!h.t.af s.ta,:ldlllB!I lir_egenoraUy schlldule'd on ;i'first•co,:natnrst-servti l>a~ls· once /,\q;uralus_Lab S~,v1~s re.~lv:es 
'lhii S1x.1na,or·aµproved/e<1.mpfe!ed protocol, signed fiio schedule and correspoi)alng teat aubslance(s), Boscd oh all 
tecivfr~ci m·!lt91lals bell]li t~.colve.~ !!I !his \lni~, 'Iha lll:!lJ2!llWl experimental et.art date ·rs Octotior. 9, 2016. · Vorbol results 
may be given upon .1:9mpleVon cf the l!lll~)' v.1\!I a. \ytitlen report to follow on the ~ completlon date of 
November.6, 2018. To expedi(11 ~chedullng, pleasel:!e av.le all rei:julrc'd papeiwork and_.li)sl suli~tance documentation 
Is complete/accurate upon arrival at Accuratus Lab Services. 

It a test must be repealed, or a portion of It, due lo failure by Accuralus Lab Services to adhere to speclOed 
procedures, II will be :r.ep!)ilted free of charge. If a test must be repealed, or a portion of II, due lo fallure of Internal 
oontrols, It wlll be repe11le.d free of charge. "Methods Dsyelopment" fees shell be assessed, however, If lhe test 
substance and/or test system require modlflcaUons due to complexity and dlftloulty of tasting, If Iha Sponsor 
requests a repeat test, they wlll be charged fo.r·J;lh additional tesl Neither the name of Acouratus Lab Services nor 
any of Its employees are to be used In advertising or other promotion without wrltlen consent from Accuretus Lab 
Sesvlces. ·· 

Tha Spbnsor)s rosporislble tor i!hyteJacJlon of.the flhal.ropotl tiy the regµlath1g agell!)!qs oonoetnlng ropo_rt format, 
.p~glnallon, -elo. To_prevoril reJoo\lon, Sj>oiiiior,"hqu,ld cji~Jully}ovlew·lhii A<;c_uratil_s Ln_b '$t1,ylc~s _Rnal repr;,rt :a_nd 
rio_ury Accurelus Lab Services of any percolvod d0Rcf11noles hi l~ase llf!llj~ -~:Of pre ;subml~sl/>1i ~f.\h!l rep9f! lo:_the 
regulatory as~noy, Acouratua ·Lab Sorvlcea .will mako raafionable ·changes deemed jiBcessary by' the Spon~_gr, 
without altering the technloal data. 

JUSTIFICATION FbR SELECTION OF THE.TEST-SYSTEM 
Rogulatory'AgEinolos require that a·spaclflo orgqnlsm .c\slfll for'),i _l.q~I sulislai):a~-1.nt~·n.ded for'iit !! 90 h.er~ sl)tfeces 
lie ·~upporled by-approprla_lo sclenUno data demonslretlog_ the· l!lllcai:y .Ci.f lhe-te.s.1 .isub~lil)\ce.agall)~I th!3 cl11lriled 
•.o'rg<1nlsm. 'This Is llccqtnpflshetl In tho laboratory by lroatlng ll)e·target orgaiilsm,wltli lhe•Jaat i;ubs\~n.t:!):uniler 
condlllo;,s whl~~·sln,ulete _ail cl_qsely 11sf1o~~lfl.l~ .!he'aolu~l .. cond/Uons_ Onder which ~1e test substance Is designed 
to be used. For products Intended for use on herd ·surf11ces ,(dry, Inanimate ·.environmenlel surfaces), a carrier 
method Is used In the generaUon of the supporting data. Tlie· eicpeilmental design In this protocol meets these 
requirements. 

TEST PRINCIPLE . . . 
/i Olm of 6rgalil_~rji li~ll.s drl~~ on _a.s~lfece of.~ta[nl~ss steel carriers Is e~ppsed to tho test subs lance ror a spoclnod 
exposure .limo, Nier o*po~liro,-:t_he qan:Jers are _tran~r~:rredJo ves~9ls cortelnlng neulrlillzlng subcullure meiJle and 
essayed for sur.Jlvors. Af)proprlato c.ull1,1re._liyrlty; aJlit!lllY, iil11bllllY,•c~rr!11r'Jio,/iu(11!!0n ·~nd tioilltlilli.1.1Uon con.flrmaUon 
conl~ols are·pefformed. ihe current revision of SIEiiidard pperallng Pro·ceilura. C~T-O(M1 r90ecte'.tbe r:i,lllli.ods 
which shall be used In this study, 

1'1mpla1,: 210-11 Rev. 010 -PtrJptld1,ylnfonn11/on -

1285 Corporile c,nter Orlve, Surte 110 • £agan, MN 5S121 • 877.'ZAJ,8378 • 651.379,5510 • www.11ccuratusl1b1com 

1285 Corporate Center Drive, Sulle 110 • Eagan, MN 65121 ·• 877.287.8378 · 851.379.6510 • ww.accuralusiabs.com 



Project No. A26438 

Protocol Number: REK0109251B.UD.1 

Project Name: Mac & Cheese 

Amended Report Date: January 31, 2019 

Protocol Number: REK01092618.UD.1 

TEST METHOD 

Table 1· 

Test Organism Designation# 

Pseudomonas serug/nosa 15442 

Reckitt Benckiser 

Page 31 of 42 

Recklll Benckiser 
Page 3of 12 

Growth Medium Incubation 
Paremetors 

Synthetic Broth 35-37"C, aero6Io 

ei, ACCURATUS 
-LAB SERVICES-

• ~ THE ANTIMICROBIAL AUTHonnv .... ( 

ACCURATUS 
~-LAIi auw1cea-
1ui.,,-.....1!, un,'!'11 

- .. 

Dllutlon of 
Culture After 

Spec 
Adjustment 

NA 
The test 01ga_11lsm(s) to b.e used In this study was/were_ obtained from the American Type Cullure Collection (ATCC), 
Manassas; VA or equivalent, 

Recovery Agifr Medium: Tryptlc Soy Ager+ 6% Sheep's Blood 

Carriers 
Carriers will be screened according to AOAC Offlctal Method of Analysis and any carrier positive for growth wlll be 
discarded. Only penlcyllnders showing no growlh may be used. Stainless steel penlcyllnders will be pre-soaked 
overnight In 1 N NaOH, washed In water unut neutral end autoclaved In deionized water. Genie rs shall be used 

· within three months of sterlllzetlon. 

Preparation of Test Orgai1lsm 
Transfer 10 pl of a thawed, vortex mixed, oryovlal of stock organism broth culture to an lnlllal 10 ml tube of growth 
medium. For organisms not defined In the AOAC Use DlluUon method, a foopful of stock slant culture may be used 
lo Inoculate the lnlllal 10 ml tube of growth medium. 

Mix end Incubate the Initial cullure for 24:1:2 hours at the Incubation conditions above. Followlng lnouballon, transfer 
1 o µl of o_uiture·to s~rncterit 20.-x 160 mm M.oHon i:IOllurci 't~b_es .. !=<lnlillQlrto-tO m_l o~ culture me:c!lu_m (dally transfer 
#1 ), Ono dally•lransfer Is required but up to.fo_u,r ilddlUoiiat !'l~lly _lrll(iilf!lrs ,:nay l?ei prepared. ln~W~te ·Ih·e ffnel las\ 
culfure for 45,54 hours at tho Incubation condlllons-abova. Durfng culture trarjsre:rs.-thii P110.uqq1no_nas ~~nµili 1'!111 
not be vortex mixed. On the day of use, the pelllcle wlll _bo,careflilly.asplrated from the Psauaor,ionas 11ai'ugln.bsa 
oullure by vacuum aspiration. Care win be taken to avoid disrupting the pelllcle and enyvlslble p_efllcle on the bottom 
of the tube will not be harvested. To avoid harvesting eny visible pelllcle at the bottom of the lube, the upper portion 
of the culture may be transferred to a sterile tube. Any disruption of the pelllcle resulting In dropping or brealdng up 
of the pelllcle before or during removal renders that culture tube unusable, 

The test culture will be vortex mixed for 3 to 4 seconds and allowed to stand for :a1 O minutes prior to use. After this 
trme, the upper portion of the cullure will be removed, fe·avlng behind any clumps or debris and will be pooled In e 
sterile vessel and mixed. 

The Pseudomonas oulture wlll be vtsually Inspected to ensure no pelllcle fragments ere present. 

The test culture will be adjusted In sterlle growth medium to an ebsorbence value of 0.240 - 0.260 at 620 nm using 
a spectrophotometer, It Is recommended that after achieving the absorbanqe value target the organism be further 
diluted In sterile growth medium es specified In the chart above. Alternate organism preparation (e.g. changing the 
ebsorbanca value ter_get or dllutlon) may be performed es necessary. 

The culture may be dlluted or centrifuge-concentrated. Applicable culture dllutlons shall be performed using sterlle 
growth medium, 

An organic soil load will be added to the test culture per Sponsor's request. The final test cullure wlll be mixed 
thoroughly prior lo use. 

r,mpla1,, )10-11 R,v. 010 - Ptr,ptf4t1,ylnfotmlrlon -
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The culture will be transferred to the penloyllnders (after siphoning off Iha water) and the carriers will be Immersed 
for 15±2 minutes In a prepared suspension at a ratio of one carrier per one ml of culture to completely cover the 
carriers. A maximum of 100 carriers wlll be Inoculated per vessel and each vessel Inoculated may be considered 
a p~rt of one total Inoculation nin par organism. tlie JnoQUl/ite·d cairl~fs. vi.lU:b~ \i'llrfs(~rred tq slt1rllt1 Pe!rl ·dlshes 
malted ~th fllter pilperarfor hipping Uta carrier agalnst'!he sl~a:Qr·,tlie:contaln.er'lo ~(ll<>Vliixi;es~ lnot;u_lu1ij. :No 
mcirll_ lMn twelve carrle.rs )Ylli 'be placeq In each Petri dish. lhci carriers wm be dried f<ir.40±2 mlnulos. NOTE: 
O,gsn/siffs ·not spec/1/gal/y mon_lfonoc{ln Ille AOAC ·me(hodo/ogy may ·requ/ro modiilad dn,/ng .coild/1/ons for /hi> 
purposo of oblal1ilng 111axlmun). iiPnilviH (dJJ<j1-ilQ~-.ill)llni!, 'rlie :ac/I(11/ dl)'lng cond!lions Will be c/eartr dooumented. 
Corrl_e~ 1vlll be used In the test procedure· wlltJln 2 hours of drying. Carriers that touch during drying or have fallen 
over will not be used In the test. 

Drying Condlllons: 35.37•c. 

·P,oporation ofTest'Substiino.e . . 
The tosl subslence(s) to be assayed wlil ba usetl as· dlre~l!lcl by ,the Sp9nsor. Ire ·d_llullpn of the losl-sl(bslimc.l\ Is 
r~quil{;leU. by lhl! l}ponsor, u,o ·a11utad test -subslance(s) shell bci used within !h.riie _hour_s or prep~rat1o•ri, _For 
producta t9·qulrlng dlhiUP/J, ·use ~1.Q ml,. or .~1.0 g of tee! substance l!nd volumolrlc. glauwato wn~ri p(opertng ma 
.dllullcin .unless oihorwfsi!,~poclniicl by Iha Spiin~or. Ton {1'0) niL:of U10 te~l ·eubslance al Its uso-dllullon YJ!ll Ile 
allquotted Into Iha required number of sterlfii 25 x 150 mni ·or25 x 100 mm lul)es.,lhe·tubes wlll be-placed Into e 
waterbath el the specified exposure temperature, and all~wed to equlllbrale for ~10 minutes prior lo tesUng. 

Exposure Conditions 
Each contaminated and dried carrier wlll be pieced Into a separate lube containing 10 ml of the lest subslance at 
Ila use-dilution fot the desired exposure time and temperature, Immediately after placlng each test carrier In the 
test tube, swirl the lube using epproxlmately 2-3 gentle rotaUons to release any air bubbles trapped In or on the 
earner. Care will be taken to avoid touching the sides pf_t~I! tubes which may _compromise exposure. The carrier 
·\viii b11 placed Into_ tho test substenco within :1:5 seconds of t~e li1'posute limo (or' e~posure llr'i)es ilbov!,l f ;'nilnu!e 
fqllowlng .a -.callbretoil !6n~~, Th!I: CllrTIEir-wlll b.e placed Into the test subslanca wfthlp :ii3 .seconds bf ·u1e ·oxposure 
Ume for·exposu're Umes 9f:S1 _il)lilulii, • . lflhe exp_l_)~U'te· <icincj(tl_oti~ are compromised In eny way/or a glveri carrier, a 
new cerr(~r m~y bo treateil In Us plet;o. lt tnJ$ ·cal)nol b~·dcifie, lh!l_~afr!er-will ~e 11111rked and Iha compromised 
O!ltrlerwlll b0 ldentlOC!d In Iha raw data. If .a ri11irkiid ciml~r.demon~tfyl!ci* e pojilll~e rfil.S\lltt the cfilrrler sot may be 
·Invalldeled end repeated by Sponsor request, · · · · 

Te.st Syston1 R!icovefy . . 
. F.cillowl_ng thll Sponsor s11·eclfled,exposu(s Uroe, f!l.llOh n,edlcl\tn·~ carrier WIii.be ·Iransferrod by wire hook at staggered 
Intervals lo 10 ml or primary noulre.llzlng sµb~ull_u'fe !Jiiidlurn_ ;!\nd __ e:~·ch tuba will b?_ shek~r:t !ho~uglilY., To 
ac110.mpllsh this, lhe earner ls removod from .Iha dl.~ln!oclent ,tUb/i·Wlll~_ lil,sl~rlle hoci~, ,taPP,!d i!galnst the_ lntorl_of 
sldes-c;,f the tubo _lo romo~o IIJ.o oxcess dislnfeotanl, avoiding .the upper ono:thlcd. cif the. tub.a, iind )r!!n~ferred_ Into 
the subculture tuba, Care wlll bs taken to avoid excessive contact to·the interior sides of Iha subctillu113_(ub't1s dlirlr\g 
lransfer. If secondary neutrallzallon Is requested by the Sponsor or deemed pacassary due to lest substance acllve 
end/or concentration, carriers wlll be transferred Into Individual secondafY suboullura tubes containing 1 O ml or 
neutrallz)ng broth beginning approximately 25-60 minutes. e(le_r suboulture of the carrier Into the primary neutrallzlng 
subculture·m·odlum. Shake each tuba thoroughly. If neutrallzal1!1n l~ a concern, 20 ml of subcullure medium may 
be used. 

Incubation and Observation 
All subcultures are Incubated under the condlllons listed In tabla 1 tor 48±2 hours. 

Following Incubation, the subcullures wlll be vlsually examined tor growth. if necessary, the subcultures may be 
placed at 2-B'C for up to three days prior to examination. 

Representative 6Ubl)Ullute .l11bes sh_owlng Q(owih will be ~u.bq!Jl\t,ire.d,._ ~tlllnod. aM/or blocllemlcally assayed to 
corillrm or rule out'the presence-of tho test otgarilsm. If gt9~~ ca_nnot,!i_e ·<le\orml_ri~d vlsUally, appropriate test 
ii rid/or con\rol ~_ubcullures may be slrcaked to a9or to determine (he presei:iCjl or Jlb'sence of gr'Qwth; 

Temp/a/,: 110-Il Rev, 010 - Proprftr1,yln/omwlfan-
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A "streak plate for Isolation• wfll be perfonned on the organism culture and following Jncuballon examined In order 
to confirm the presence of a pure culture. The acceptance criterion for this study control Is a pure culture 
demonslratlng colony morphology typical of the test organism. 

Organic Soll Sterility Control 
Prior to or concurrent wlth testing and If applicable, lhe serum used for Iha organic soil load will be cultured, Incubated, 
end visually examined for lack of growth. The acceptance clfterlon for this study control ls Jack of growth. 

Carrier Sterility Control 
Prior to or concurrent with tesUng, a representative unlnoculated carrier will be added to en appropriate subculture 
medium. The subculture medium containing the carrier \viii be Incubated and examined for growth. The acceptance 
criterion for this study control Is Jack of growth. 

Neutralizing Subculture Medium Sterlllty Control 
Prior to or concurrent wllh testing, a representallve sample of unlnoculated neulrallzlng subculture medium wlll be 
Incubated and vlsually examined. The acceptance criterion for this study control ls lack of growth, 

Viability Control 
Ona reprasenlatlve Inoculated carrlerwlll be added lo a vessel containing each type of subculture medium. If secondary 
subculluras are performed using a different media type, one oarr1er will be placed In the primary subculture medium 
end one earner will be placed In 1he secondary subculture medium. The vessels containing each carrier w111 be 
Incubated end visually examined for growth. The acceptance crllerlon for this study control ls growth In the subculture 
media. 

Neutralization Conflnmallon Control 
Prior to testing or concurrent with testing, the neutralization of Iha test substance wlll be confirmed by exposing at least 
one sterile carrier to the 'test substance and transferring the cerr1er to primary subcullures containing 10-20 mL of 
neutralizing subculture medium as In the test. If performed In the test procedure, each oarrler wlll then be transferred 
from primary subcullures Into Individual secondary suboullures beginning approximately 25-60 minutes followlng Iha 
primary transfer. The subcultures (primary end secondary as applicable) will be Inoculated wllh a target of 
10-100 colony forming units (CFU) of each test organism, Incubated under test condlllons and vlsuaffy examined for 
the presence of growth. This control will be performed .with mulllple replloates using different dilutions of the test 
organl~m •. A standardized spread plate procedure wlll be run concurrently In order to enumerate the number ·or CFU 
a·ct.ueJly e_dded per tube. NOTE: Only the most concentrated test substance dilution and/or shortest .exposure lime 
needs to be evaluated In this control. · 

The acceptance Ollterfon for this sludy control ls growth In the final subculture broth, minimally, followlng lnoculatton 
with :S:100 CFU per tube. If all the organism dllutlon(a) used In this control fall to provide adequate numbers 
(10-100 CFU) which cofnoldes In a failure to meet the acceptance criterion for this study control, the control may be 
repeated In Its entirety. 

Template: J/0-11 Rev. 010 -Propr/d1,Y Jnlorm~t!an-
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Two sets of three Inoculated carriers (one set prior to tesllng and one set following treatment) for eaoh organism 
carrier set wlll Ile assayed. Each Inoculated carrier will be Individually subcultured Into a tuba containing 10 ml of 
n~u\r~l/zlng s.ub9ulJu.re;medlum 11I1d. ~or\)cated for 1 mlnute:ts seconds. Tubas:wiu ba contalned: in.a bea~er yilt~ 
,wator :i'usponded In the ullrasonlc.oleener such that all 0ulds wlll be lovol. Followlng soil lea lion, the contents.or the 
threo stibculiured_· ctirrhits ','1111 _be pogled· (~P. ml.) &!Jd b(!oiiy vorlex ril!~e.~: Approp_rfljt~ ~~tllil ten:(ol<I dlli/llons will b.e 
prepared f!llCI. U10 duplloate 0.1 ml ollql/ols.spre(!d plated-oh agar )>late l_l!Q.dlum, eIi!J lno~bQle_d, · I1_$BJ,!al dllull!)lie era 
·not p~rformed. ond p]atod !mmedlalely followlng eon lea lion, .the vessels niay_~e refrlgor!IJl/.d 11\-2-0'C f<>f up"_li>_ t~ours 
pi(or Iii di!U!l_oi'I, F.ollowl(lg lni:tiballon, Iha rosulUng colonies 1'1111 bo enumorote~. The lnillvldu.lil 'Cf:.Uper carr!C!i' set 
'rcisulls wlll l_>a .\)illoill.elo~, ehd_ th~J.oli1oval11e·or. olic!t.cerrler sot d!)t~_m1focd, The avorag11 Loo1ovaluo per organism 
will be oalculaled. For Pseudomonas aeiuglnosa, the -odc~pllinoo o~tprlon· for this study con!fol Is ·o minimum 
average log10 value of 6,0. 

PROCEDURE FciR IDENTIFICATION OF THE TEST SYSTEM 
·Ao¢ural4s, l,iib_ $*_(vice&' Inalnt!llns ~laridard OperaUng Procedures (SOPs) relative to efficacy testing 
studies. Efficacy testing Is performed In strict adherence lq lhoso SOPs which have been constructed to cover all 
aspecis o'f tho :Work .lriuluillng, b:utnot llmlled tq, re~lpt, l9g-ln, ·and tracking of biological reagents Including test 
qrganlsm strains for purposos .cif ldenlillootliiii, receipt jin_d Use '.i/f_-Qh~rillc_el re.agents. Th~!i procedures are 
deslgn_~d t9 document each slap of~frlcacy testing sludlos. flpjirop~alo ,rer~rii"nµesto medium, batch nli"mber, etc. 
ai:e do~monlC!d .In Iha ru_w data collected iJurlni:i the course of eaah ·study. 

Addlllonillly, e_act, efllcac"y jest Is iiilalgil~d a 1.1nl91Je Project Number whao the protocol for the· study ls•lnlUetod by 
the Study Director, This number I~ IJsoa (/Jr Iaenl)lloallciil ·of the tesl _1/.l)bcUllutos, aid, c!,11tl~g lhe co_u_rse pf'lhe 
test. ·Tost subculluros ero also labeled wllh roference .19 l110 Jest '.orgijnJ~m, iiliP\iiin'i~ri_\al ~lart (!ale, and tes_l 
,produc;t. 'M)cro~ooplc and/or macroscopic evaluaUons of positive i)ubcullures ate·po_rfor:rn11.cJ In ord!Jf to -~nlirm 1~11 
ldenUW<if the lq_s\ organism. These measures are designed to document the ldenllty of lhe test system, 

METHOD FOR CONTROL OF BIAS: NA 

·STUDY ACCEPTANCE CRITERIA 

Test Substance Performance Criteria 
For Pseudomonas aerugfnosa, the efficacy performance requirements for label claims slate that the test substance 
must klll Iha microorganism on 64 out of the 60 Inoculated carriers. 

Template: l/0-Jl Rev. 0/0 - /'toprfth1f)llr,lotm1lfon-
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ACCURATUS 
-LAB SERVICES
THE ANTIMICROBIAL AUTIIORITY 

C9riiro·1 Acc:optiinc:_o·.~rl_je_rla_ . 
The·etudy c<inlrols ·must perform according lei the crllene detailed In Iha study conlrols description section. If any 
conlrol accoplanco crlle·rle oro nol ·mtii, •!fiG test maf 'bi repeat_l!Q __ U~~~t )tl'(c_\lrr~nt protocol number. If the 
_populat_l_on c_Oillrol oxcoeds ·an averogo log to value of7.0.for Pseudomim11s aoru{Jln_qsiJ. 

Any positive test carriers confirmed as a contaminant will be reported, Any tesl carrier set that demonslrates a number 
of contaminated tubes the! contributes to resulls that exceed the producl performance/success criteria may be 
Invalidated per Sponsor's request end may be re-tested, For sixty carrier studies, conlamlnatlon exceeding one tube 
per carrier set may warrant Invalidation and repeat lestlng by Sponsor's request. 

Ir llOY po~loi, llf.(tl'e Ptotocol ls exec\Jt_!!~ Incorrectly warranting repeat testing, the test may be repeated under the 
curt.ant pi'.ot<it;QI nutllb~r. If the pop·~laJlpn i:onlrol falls to meet the minimum requirement or If the neulrallzatlon 
ccnlrol ilcceplance criteria Is nol 111ol .. an_d :the sl\idy-falls to meet the effioaoy requirements, repeat testing Is not 
required. 

~ . . 
Th!! rQport will Include, b4t rm) L,a 111'(11!~.d \o, ldonllnoallon of the sample, date received, lnlUallon end completion 
datos; ldeotlffcli!ion of tho organism -~_lf!!h.1.s ~~lld, ~a~·oript)on of media and reegonls, description of the methods 
omployod, tabulated rosulla arid <;<incl4slon .as ·11 rol~IG~ l? Iha ·pufp_ti~e of.the llfs!, 11nd_ all 9ih11r Items required by 
40 CFR Pert 160.186. 

PROTOCOL CHANGES 
If 11 ·bec;omes n:e·tjjss!l.lY to make changes In the approved protocoi, the revision end roesol)s for chang~s will be 
~ocument11d, reported to the Sponsor and will become e part o/ .lhe pernianant fil~ for U1at_ sl\JilY., Slmllarly, Iha 
Sponsor wlll be notified as soon es posslble whenever an event occurs th.el may have an· effect oo Iha validity of 
the study. 

Standard operating procedures used In this study wlll be the correct effective revision at the time or the worl<. Any 
minor changes to SOPs (for this sludy) or methods used wlll be documented In the raw data and approved by the 
Study Dlreolor, 

TEST SUBSTANCE REi"ENTION 
It Js the·-ro~ponslblll\y of the sp·o·nsor to retain a sample of the lost substance. All unused test substance wlll 
.till dlscprdeifroliciwlng ·study c·o_mp!_~tlon unfess.olherwtse lndlcietod by Sponsor, 

RECORD REl'ENTION 

Study Specific Documents 

All of the original raw data deVll!oped exclusively for th.I• study shall be archived· el Ao.ouralus Lah .Services for a 
minimum of five years for GLP s_tlidle.s or a minimum of sl~ rniinll1s for_all other alui:llos rollowtng !he ,tudy corr11>leUon 
dale, After this time, lhe Sponsor (or the Sponsor Repro_sontatlve; II &PP.11.cable)0wll.1 ~o c;oril/lcted lo _delormlne lhe 
final disposition. These original date Include, but are not limited lo, the rollowlng: · 

1., All handwritten raw dale for control end test substances Including, but not llmlted lo notebooks, data forms 
and calculetlons, 

2. Any prolociol e'itiendm.enti;ldli\tlEitlon 1J:<illll;:a)1t;ms •. 
:i. All measured data used In formufilllrig the_finel report, 
4. MomotaJ'.lde, specllloallons, end olhor sllidy specific correspondence relallng to Interpretation end 

evlilUallon of dali!, ciU1er lhen those documents contained In the final study report. 
6. Original signed protocol. 
6, Certified copy of flnal study report. 
7. Study-speolflc SOP deviations made during the study. 

T•mplate: .110-11 Rev, 010 -Propde.t~ry ktlorm,tlon-
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The following records shall also be archived st Accuralus Lab Services. These documents Include, bul are not 
limited to, the foliowlng: 

1. SOPs which pertain to the sludy conducted. , 
2. Non study-speclllc SOP devlatlons made during the course of this study which may affect the results 

obtained during this study, 
3. Methods which were used or referenced In !he study conducted. 
4. QA reports for each QA Inspection with comments. 
5, faclllty Records: Temperature Logs (ambient, Incubator, etc.), Instrument Logs, Calibration and 

Maintenance Records. 
6, Current currlculum vitae, training records, and Job descriptions for all personnel Involved In the study, 

REFERENCES 
1. AnQclaUon of Offlctal Analy1tcal Chemlsls (AOAC) Offlclal Method 964.02, Testing Disinfectants against 

Pieuilomonas aaruglnosa. Use-DIiution Method. In Officlal Methods of Analy~la 6fth~ AOAC, 201~ Edition. 
2. Ass09lailon of Official Analytical Chemists (AOAC) Official ~alhod ·965.16; Testing Dlslnfo.9lanls against 

S/aplly/acoccus aureus • Use-DIiution Method. In Offlclal Meth!)<!~ of Malysle of U10 AOAC, 2013 Edition. 
3. Association of Official Analy1lcel Chemists (AOAC) Official IJethod 855.14, Testing Disinfectants against 

Salmonella enter/ca- Use-DIiution Method. In Official Methods of Analysis of the AOAC, 2013 Edition. 
4. AssoclaUon of Official Analy11oal Chemisls (AOAC) Official Method 960.09, Germicide! end Detergent Sanitizing 

Action of Disinfectants Method [Preparation of Synthetic Hard Water). In Official Methods of Analysis of the 
AOAC, 2013 Edition, 

5, U.S. Environmental Protection Agency, Office of Chemloel Safety and Pollution Prevention, Product 
Performance Test Guidelines, OCSPP 810.2000: General ConslderaUons for Uses of Antlmlcroblel Agents, 
September 4, 2012. 

6. U.S. Environmental Protection Agenoy, Office of Chemical Safety end Pollution Prevention, Product 
Performance Test Guidelines, OCSPP 810.2200: Dlslnfeolants for Use on Hard Surfaces- Effioaoy Data 
Recommendations, September 4, 2012. 

7. Health Canada, January, 2014, Guidance Document - Safely and Efflcaoy Requirements for Hard Surface 
Disinfectant Drugs. 

B. Health Canada, January, 2014. Guidance Document• Disinfectant Drugs, 
9. Australian Therapeutic Goods Administration (TGA), February 1998, Guidelines for the Evaluation of Sterllents 

and Disinfectants. 
10. Australian Therapeutic Goods Administration (TGA), February 1998. Therapeutic Goods Order No. 54: 

Standard for Disinfectants and Sterllants. 
11. Australian Therapeutic Goods Administration (TGA), March 1897. Therapeutic Goods Order No. 54A: 

Amendment to the Slandard for Dlslnfeotanls end Sterllants ('rGO 64). 

T•111p/at,: 110-11 R.v. 010 
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\ . 1no11t11uumtnujln 

Determine the CFU/Carrler set In the Carrier Populallon Control using ell average counts between 0-300 CFU as 
follows: 

CFU/carrler = ·uoyg. CFU.for1o·x l + (avg. CFU for 10-v) + layq. CFU fodo·•)J x iVofume.o[namrallzorl 
[1o•x + 1o·r + 10·•] x (Volume plated) x (#of carriers per set) · .. · 

where 10 ... , 10-Y, and 10·• are example dilutions that may be used 

Average Log10 Carrier Populatlon Control = ·bog10X1 + l.omoXa + •. ;Log1oXN . N -

Statlstlcal Anelyale 
None used. 

r,mp/al,: JJ0-11 R, v. 010 

Where: X equals CFU/carrler eel 
N equals number of control earner sets 

-Ptoptf~l6JJI lnlonn•l/on-
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(All blank sec/Ions aro vsrlffod by tho Sponsor or Sponsor Represen/el/ve es linked to thelrs/9neturo, unless otherwise noted.) 
· Tost'Substance · Nnh1e"& Balch Numb ii rs o~dctl as It should a nor on final ro ,or1: 

Toal Substance NMli> · LoUBalch Number 
Pio eel Mac & Chtiese •GLP- 'C!llll,12.496 / 2250-008 
Pro eol Mac & ChliOBO ;GLP- . -410~/ 2250-009 
Pro eel Mac,& Cheese·•GLP· eslln "1'1- - • •. en942,..1Q(;./ 2260-010 

·r11sllp9 at \hi! low.or ce Ifie II (LCL) Is required for reglstp1tlon, no ·0911d b~tcli Is necessary. 

Product Description: 
@ Quatetri•ai:y ammonia 
0 Peroxide 

a Peracettc acid 
0 Sodium hypochlor1te 

a lodophor 
a Other . .,.,.. _________ _ 

Approximate Test Substan·c~ Active Concentration (upon submission to Accuratus Lab Services): 
Mffi¼::: .. gp \9 o-lo .... . 

{This .vlilµ_ofs used forneu.t@llzatloh_pla1111fnp o~/y. This value ,s· not Intended ta represent ti/iami;(orlzatlon vofuei.} 

Neufrallzatlon/Subculfure Broth: O=-,,,,e---c--'---:-,,------.....,...-,~--,,--..,,--,--.,.,......,.....a,---,--'e
(NOTE: All bro/h mus( also serve es en approprtale growth medium for Iha test orr,enlsm} 

@ Accuratus Lab Services' DlscraUon. By checking, tho Sponsor authorizes Accuratus 
Lab Services, al their discretion, lo perform neulrallzallon canffrmaUon assays al the 
Sponsors expense prtor lo lesllng to determine the most appropriate neutralizer, (See 
Fee Schedule), 

Storage Conditions 
@ Room Temperature 
0 2-8'C a Other ________ ~ 

Hazards 
0 None known: Use Standard Precauttons 
@ Materiel Safety Data Sheet, Attached for each product 
a As Follows: _________ _ 

Product Preparation . 
□ !'-lo ijlltillon !E!C!Ulreii, Use as rocelved (ITTU) 
@. ·•Dl(Ullciti(s) to lio tested: •

1 
. . · 

1 :28 donned 1is _.. l"'i"--L + --";.J"-3::..,__.LCoo.,L=--
. ·(example: 1 o7./gail,;iJi) (ani9unlof1ast ~ubstanco) ·,(amciuntof dlluenl) 
Cl Delqi'llzed Watiir (Flliiiror,Autoclav,e; Storlllzed) 
□. Tap W~lof lFfller or Al)toclave·Stenllted) • All tap waler Is softened; lhe water hardness for the batoh of tap 

.water 1.1s ed wtll bo dolonnlned and reported, 
@ AbAC Synthetic Hard Water. 400 . PPM 
□ ·.Othor _________ -'--=----'--

*Note: An equ/va/eht dl/utlon may be made unless otherwise requested by the Sponsor •. 

Test Organlsm(s): @ Pseudomonas aerug/nosa (ATCC 16442) 

Carrier Number: _ __,6..,,0"'p"'e,..r,.b,.at"'ch"--

Exposure Tima:_...,15....,_Inll!.ln,.·u..,l8s.,.· '---
Organic S.oll Load: 

Exposure Ternperature:,__.2.,.0_.:t~1'-_-•c 

@ Minimum 6% organic Soll Load (Fetal Bovine Serum) 
□ No Organic Soll Load Required 
a blhor.. _________ _ 

T,mplat•: 110-11 R.v. 010 -Pmpr/#11,ylnformal/on-
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· (Tills ·.seclio1f/s for/11for,nat/om11 purp~es ·only.) 
@ Josi Subsl!lhce Is··aIieady ptesenfet Aciiur.atu$ Lab Services, 

u.:;.,,. 

D Test Subs.ta·ri~ has blle·n of.will be shipped to. Accuratus Lab Services. 
()at/, or expected receipt et Accuriltus·Lal> Services: 

D Tesl.S~bslance lo be hand•dellvered (must arrive 1>y noo--n..,.a""t :-le-as""'l_o..,.~·:-e_..,!):,..,ay""'p,-r-:-to""'f"'lo"'t~GS""'tl:-n-g·-o.,..r o-,t::-h-er-. --,----
errangaments made with th!! $tul:ly dlreclcir). · 

COMPLIANCE 
Study to be p·erlcirQie:d under EPA Good Laboratory Practice regulallons (40 CFR Part 160) In accordance to standard 
operaUng proceaurils. · 
li?IYes 
□ No (Non-GLP or Development Study) 

REGULATORY AGENCY{Sl THAT MAY REVIEW DATA 
li?I · U;S.EPA . 
D Heallh Canada 
a Therapeutic Goods Administration (Australian TGA) 

PRO'l'OCOL-MODIFICATIClNS 
·□ Approved wllhout fllodillcaUon 
li?I Approved with modlncatlcin . . 
A dron report wrn ba provided fo(Sporisor-revlew prior to fln~ll1.allon, 

PROTOCOL ATTACHMENTS (,) 
.Supplemental lnformaUon Form Attached- liil"ves '!!!tN1l' 

TESTING FACILITY MANAGEMENYVERIFICATION OF 40 CFR PART 160 SUBPA~T B fl6il.31(Dll 

ldentiiy, strength, purity, and unlformlly, as appllcable, of the test lots has been or wlll be completed prior to efficacy 
testing: 611Yes □ No• □ Notrequlred,.Non-GLPtestlngrequested 

If yes, testing was orwlll be performed followlng 40 CFR Part 160 GLP regulations: lii!f Yes □ No• 

Optional hifciimatlon io complete as applicable: 
Ii!! A CerJlflcate of Analysls (C ·or A) may be provided for each lot of test substance, If provided, the 

C of A will b0 l!PP~ndo/1 to Iha ro'poft, 
(9 M Tilsilng,hos been i:>r WIii be condticte.d undiir'pri:llocol or study#: . _. . . _ J.... 

c.nern:cc. \ cro<ocl-ui3,orl-icn &bidt)'ec)-Gc Cr;! \-\'i!.l 
Sleblllty testing of the formulation has been or wlll be com;leted prior l~~ol0Mw11J;~~ ~~~;

61 <is'.,(. t-W
ltl Yes CJ No• □ Not required, Non-GLP testing requested 

If yes, testing was orwlll be performed following 40 CFR Part 160 GLP regulatlons: It! Yes CJ No• 

Opllona! Information to COlilplete as applicable: 
0 T13_slJ11g liiis· b.een orwlll b8·condlict_ed under protocol or study#: 

•fftesl/ng Information Is not provided or Is not porformed fol/owing GLP regulations, this w/11 ba /nd/oaled In the GLP 
comp/lance statement of the final report. 

(i) Sec:, ~bl-' <!M~il 1>11 10-4•1& F...- "l\>ll'Y•I ;;, n<w '1110 ov&•b .. , .. ~. "".. ,. •1/-lt' 

© See. sr~ e,.,.,, t;,,.,., IO•'J•lg, Ja:>t. ·••S-➔~ 

T•mp/at,,' 110-IJ R ,v, 010 - Proptf4f1ry ltJform,tlon-
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PROPRll:TARY INFORMATION 

:a· ACCURATUS 
j ,;, ....:..LAB SERVICES-
• :i:, ( • THE ANTIMICROPIAL AUTHORITY 

, ACCURATUS 
• -LAB liERVICE8 -

• lllUIIWH• k U ltMllf 

THIS DOCUMENT IS THE PROPf3.RTY OF AND CONTAINS PRQPRll=TARY INFORMATION .OF ACCURA TUs . 
LA~ ~~RYiCES. ' NEJTHER THIS bocQMENT, NPR INFORMA'tfO_ff <;ONT.Ali-JED #{:REIN IS, r.o BE 
RE!PRODUCED. OR DISCLOSED TO :OTHERS, IN WHOLE Q# IN PART, NOR 'USEQ FOR ANY PURPOSE 
orHen ·rHAN THE P!=RFoRMANcE 01= rH1s won,< oN si=l-iAi.F oi= rHe ·sPoNson, · W1THour Pn1ok 
WRITTEN PERMISSION .OF /I.CC.URA T(JS I.AB SERVICES. 

APPROVAL SIGNATURl:S 

SPONSOR: 

NAME: Ms: Carissa Coppola,_ TJTLE:_~R=&=D.i.A=s=so=cl"'a.,te'-----"---

SIGNATURE: (}~I'-:~~ 
PHONE: l2D1l 373 ~ 606?. · EMAIL: Cerlsso;Comiola@rb.com 

For (Xilif/i!_Eiiil(a/l(y purposes, s.ludy 1nformailcm will bo released only to ths. spb11~orl(f!p!IJs11ntatlve ~gn/rig the 
protoqol(obiiv'e) unless othe;fn'illvidusls ere.sp11c/llca//y oulho_rlzEid In Wrlllhg to ~i;~/v:o study Informal/on. 

Other fndlv/duals euthorlzed to receive Information regarding this study: 

-J<yleSmllh 

Accuratus Lab Services: 

NAME: _____ __,_\4.,,_0.1.:·s,..M...,·n~G...,. ()t,.~,,.m"!-l""es"-'-';;.._--'-~-
study Director 

SIGNATURE;.:_-'----'-~"""". = --,,,,;/;J""·\"'~~~""""·'----- -. StudY,01rector 

T•mplal.: 210-11 Rev. 010 __ -P1tJpri~t1(JI lnfotm•l/on-

□ See Attached 

DATE: . /0 /2;2{/'6 
I 
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